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DETAILED ACTION 
Claim Objections 

1 . Claims 7 and 1 3 are objected to because of the following informalities: in 
the claim 7, line 5, the recitation, " the device an analysis unit " is unclear. The 
examiner suggests changing to " the device comprising an analysis unit ". In the 
claim 13, it is not specified where the " cultivation of cells, cell aggregates and/or 
tissue" are included. Appropriate correction is required. 

Drawings 

Since the drawing sheets comprising Figs. 1-6 are missing in the file, 
applicant is required to furnish a drawing comprising Figs 1-6 under 37 
CFR 1 .81 (c). No new matter may be introduced in the required drawing. Each 
drawing sheet submitted after the filing date of an application must be labeled in 
the top margin as either "Replacement Sheet" or "New Sheet" pursuant to 37 
CFR 1.121(d). 

Ciaim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for 
all obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described 
as set forth in section 1 02 of this title, if the differences between the subject matter sought to 
be patented and the prior art are such that the subject matter as a whole would have been 
obvious at the time the invention was made to a person having ordinary skill in the art to which 
said subject matter pertains. Patentability shall not be negatived by the manner in which the 
invention was made. 

2. Claims 1-2, 4-5 and 7-14 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Sammak et al (US Publication No. 2001/0041347) in view of 
Johnson et al (US Publication No. 2003/0048931). 
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With respect to the claims 1, 7, 10 and 13, Sammak et al('347) expressly 
disclose an apparatus and a method for characterizing cells and cell 
aggreaates (see Figs. 1-6 and page 18, paragraph [0197], line 10, " cell 
aggregate ") as claimed, comprising: 

an incubator (see Fig. 4, No. 41 , " cell arrays "): 

an analysis unit (see Fig. 1 , PC 11 and claim 1 , ) which includes means 
by which morphological parameters of cells and cell aggregates are detected, 
and which includes means by which the detected morphological parameters 
are eyaluated for the purpose of the objective morphological characterization of 
the cells and cell aggregates (see claim 1 , step f, " automatically calculating . . . 
cell-based morphological features "). 

Sammak et al ('347) fail to disclose a database and comparator means 
by which the detected parameters are compared with the reference parameters 
from the data base. 

Johnson et al ('931) disclose quantitative geometrical analysis relating to 
characterization of tissue for the creation data and associated image (see page 
1, paragraph [0002] ) comprising a database with the reference parameters 
stored (see Fig. 2 and page 1 , paragraph [0009], " database "). More over, 
Sammak et al ('347) disclose comparator means (see page 3, paragraph 
[0098], line 14, " data comparing ") by which the detected parameters are 
compared with the reference parameters from the data base (see page 3, 
paragraph [0095]). 
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Therefore, it would liave been obvious to one of ordinary skill in the art at 
the time the claimed invention was made to have adapted the database and 
comparator of Johnson et al ('931) into the method and apparatus of Sammak et 
al('347) and to have used the resulting combination to produce the apparatus for 
characterizing the cell, cell aggregates and/or tissue comprising the database 
and comparator means as claimed for the advantage of providing a database for 
easy retrieval and statistical analysis as disclosed by Johnson et al ('931) (see 
page 1 , paragraph [0007], last line). 

With respect to the claim 2, Sammak et al ('347) disclose that their 
analysis unit (see Fig. 1 ) comprises an image-forming unit ( digital camera 
7) and an image analysis unit (PC 11) . 

With respect to the claims 4 and 1 1 , Sammak et al ('347) disclose that 
their analysis unit includes means for the statistical eyaluation of the detected 
morphological parameters (see page 10, paragraph [0122]). 

With respect to the claim 8, Sammak et al('347) disclose that their 
apparatus (see Fig. 1 ) furthermore includes a manipulator (see Fig. 1, 
automation controller 9) . a transporter (see Fig. 4, microplate chamber 42) for 
transporting one or more cell culture vessels between the incubator (41 ) (see 
page 6, paragraph [0078], the manipulator and the analysis unit as well as a 
control unit for operating the apparatus(see Fig. 1, No. 9,10,11). 

With respect to the claim 9, Sammak et al ('347) disclose that their control 
unit is configured such that the apparatus is operated automatically (see page 
8, paragraph, [0098] " automatically moves "). 
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With respect to the claim 12, Johnson et a! ('931) disclose that their 
statistical values are compared with values from a reference database (see 
page 3, paragraph [0095], last four lines " histograms of data arrays can be 
produced" and see page 3, paragraph [0098], line 14, " data comparing" ). 

With respect to the claim 14, Sammak et al('347) disclose that their cell 
cultivation (see Abstract, " cell spreading ") is performed in dependence on the 
evaluated parameters (see Fig. 4). 

With respect to the claim 15, Sammak et al ('347) disclose that their 
detection and evaluation of the morphological parameters as well as the 
cultivation of cells are effected automaticallv (see claim 1 , f) " automaticallv 
calculating . . . cell-based morphological features "). 

Allowable Subject Matter 

3. Claims 3 and 6 are objected to as being dependent upon a rejected base 
claim, but would be allowable if rewritten in independent form including all of the 
limitations of the base claim and any intervening claims. 

The following is a statement of reasons for the indication of allowable 
subject matter: 

The claims 3 and 6 are objected to because the examiner does not find 
the prior art on the record before the filing date of 1 1/2/2004 disclose or fairly 
suggests the analysis unit configured such that a degree of confluence, a cell 
morphology as a measure for the quality of the cell culture, a proliferation 
behavior, a presence of microorganisms and/or cell differentiation can be 
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detected and evaluated recited in tine claim 3 and the analysis unit which 
includes means by which adjacent pixels of a detected image with similar 
brightness values are combined to one image object recited in the claim 6. 
4. The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. 

Wilkins (US Patent No. 5,290,701) discloses a microbial detection and 
process with morphological variation and identification criteria analysis (see 
Abstract, last line"). 

Conclusion 

Any inquiry concerning this communication or earlier communications from 
the examiner should be directed to EMILY CHAN whose telephone number is 
(571)272-1956. The examiner can normally be reached on 8:30-5:30. 

If attempts to reach the examiner by telephone are unsuccessful, the 
examiner's supervisor, Melissa J Koval can be reached on 571-272-2121 . The 
fax phone number for the organization where this application or proceeding is 
assigned is 571-273-8300. 
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Information regarding tine status of an application may be obtained from 
the Patent Application Information Retrieval (PAIR) system. Status information 
for published applications may be obtained from either Private PAIR or Public 
PAIR. Status information for unpublished applications is available through 
Private PAIR only. For more information about the PAIR system, see http://pair- 
direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll- 
free). If you would like assistance from a USPTO Customer Service 
Representative or access to the automated information system, call 800-786- 
9199 (IN USA OR CANADA) or 571-272-1000. 
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/MELISSA J KOVAL/ 

Supervisory Patent Examiner, Art Unit 2858 



